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STATE OF NEW YORK

5065
2011- 2012 Regul ar Sessi ons
I N ASSEMBLY
February 11, 2011

Introduced by M of A WRIGHT -- read once and referred to the Commttee
on Heal th

AN ACT to anend the public health law, in relation to human research

THE PEOPLE OF THE STATE OF NEW YORK, REPRESENTED I N SENATE AND ASSEM
BLY, DO ENACT AS FOLLOWE:

Section 1. Section 2441 of the public health |aw is anmended by adding
ten new subdivisions 7, 8, 9, 10, 11, 12, 13, 14, 15 and 16 to read as
fol | ows:

7. "M N MAL RI SK* MEANS THE RI SKS OF HARM ANTI Cl PATED I N THE PROPCSED
HUMAN RESEARCH ARE NOT GREATER, CONSI DERI NG PROBABI LI TY AND MAGNI TUDE
THAN THOSE ORDI NARI LY ENCOUNTERED I N DAILY LIFE OR DURING THE PERFORM
ANCE OF ROUTI NE PHYSI CAL OR PSYCHOLOG CAL EXAM NATI ONS OR TESTS.

8. "GREATER THAN M N MAL RISK' MEANS THAT THE RI SKS OF HARM ANTI C-
| PATED I N THE PROPOSED HUVAN RESEARCH EXCEED THE RI SKS OF HARM ASSQCI -
ATED WTH M Nl MAL RI SK HUVMAN RESEARCH

9. "POSSIBLY THERAPEUTIC HUVAN RESEARCH' |S HUMAN RESEARCH WHI CH A
HUMAN RESEARCH REVI EW COVM TTEE HAS DETERM NED HOLDS OUT A PROSPECT OF
DIRECT BENEFIT AND IS |MORTANT TO THE HEALTH OR WELL BEI NG OF THE
PATI ENT AND | S ONLY AVAI LABLE I N THE CONTEXT OF THE HUVAN RESEARCH TO BE
CONDUCTED

10. " NON THERAPEUTI C HUMAN RESEARCH' |S ALL HUMAN RESEARCH WHICH IS
NOT PGSSI BLY THERAPEUTI C HUMAN RESEARCH

11. "MENTAL DI SORDER THAT MAY AFFECT DECI SI ON MAKI NG CAPACI TY" MEANS
ANY DI SORDER THAT ALTERS MENTAL ACTI VI TY, | NCLUDI NG BUT NOT LIMTED TGO
MENTAL RETARDATI ON, DEMENTI A, BI POLAR DI SORDER, SUBSTANCE ABUSE DI SOR-
DER, AND ANY OTHER CONDI TI ON OR BEHAVI OR THAT CALLS A PERSON S DECI SI ON
MAKI NG CAPACI TY | NTO QUESTI ON.

12. "RESEARCH ADVANCE DI RECTIVE'" MEANS A WRI TTEN ADVANCE DI RECTI VE,
EXECUTED BY AN | NDI VIDUAL WTH THE CAPACITY TO DO SO THAT STATES A
DESIRE OF THE |INDIVIDUAL TO PARTICIPATE IN RESEARCH IN SPECIFIC
Rl SK/ BENEFI T CATEGORI ES.

13. "RESEARCH AGENT" MEANS A LEGALLY AUTHORI ZED REPRESENTATI VE TO WHOM
AUTHORI TY TO MAKE RESEARCH DECI SIONS |S DELEGATED UNDER A RESEARCH

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
LBDO3574- 01- 1



Co~NOoOUIT~hWNE

A. 5065 2

ADVANCE DI RECTI VE EXPRESSLY AUTHORI ZI NG PARTI Cl PATI ON | N RESEARCH I N
SPECI FI C RI SK/ BENEFI T CATEGORI ES.

14. "ASSENT" MEANS AFFI RVATI VE AGREEMENT TO PARTI Cl PATE | N RESEARCH
MERE FAI LURE TO OBJECT DOES NOT CONSTI TUTE ASSENT.

15. "ADULT" MEANS (A) A PERSON OVER THE AGE OF EI GHTEEN YEARS AND (B)
A PERSON UNDER THE AGE OF ElI GHTEEN YEARS WHO IS (1) IN A PSYCH ATRI C
FACI LI TY ON VOLUNTARY STATUS ON H' S OR HER OMN APPLI CATION, (I11) MARRI ED
OR (I1'l) THE PARENT OF A CHI LD

16. "CH LD' MEANS A PERSON UNDER THE AGE OF EIGHTEEN WHO IS NOT AN
ADULT AS DEFI NED HEREI N

S 2. Section 2442 of the public health |law, as added by chapter 450 of
the laws of 1975, is anended to read as foll ows:

S 2442. Informed consent. 1. No human research may be conducted in
this state in the absence of the voluntary inforned consent subscribed
to in witing by the human subject. |If the human subject be a m nor,
such consent shall be subscribed to in witing by the mnor's parent or
|l egal guardian. |[If the human subject be otherwise legally unable to
render consent, such consent shall be subscribed to in witing by such
other person as nay be legally enpowered to act on behal f of the hunan

subject. No such voluntary inforned consent shall include any |anguage
t hrough which the hunman subj ect wai ves, or appears to waive, any of his
OR HER l egal rights, including any release of any individual, institu-

tion or agency, or any agents thereof, fromliability for negligence.

2. ANY ADULT PERSON WHO |S DETERM NED TO LACK CAPACI TY TO PROVI DE
VOLUNTARY | NFORMED CONSENT TO HUVAN RESEARCH SHALL BE | NFORMED OF THE
FOLLOWNG IF |IT 1S PROPOSED TO NEVERTHELESS USE SUCH PERSON AS A HUMAN
SUBJECT: (A) THAT HE OR SHE HAS BEEN FOUND TO LACK CAPACITY TO MAKE A
DECI SI ON REGARDI NG THE RESEARCH;, (B) OF THE RI GHT TO OBJECT TO ANY HUMAN
RESEARCH HE OR SHE MAY BE PLACED IN, (C) OF THE RI GHT TO APPEAL A FI ND-
I NG OF AN I NCAPACI TY TO MAKE A DECISION, (D) OF THE AVAILABILITY OF
LEGAL COUNSEL TO ASSI ST | N APPEALI NG A FI NDI NG OF SUCH | NCAPACI TY; (E)
VWHETHER THE PROPOSED HUMAN RESEARCH |'S POSSI BLY THERAPEUTI C OR NON- THER-
APEUTI C; (F) THE | NFORVATI ON DESCRI BED I N SUBDI VISION FIVE OF SECTION
TVENTY- FOUR HUNDRED FORTY-ONE OF THI' S ARTICLE;, (G THE IDENTITY OF THE
PERSON WHO | S PROPOSED TO ACT AS A SURROGATE DECI SI ON MAKER, AND (H) THE
AVAI LABI LI TY OF LEGAL COUNSEL TO CHALLENGE THE | DENTI TY OF THE SURROGATE
DECI SI ON MAKER

S 3. Section 2444 of the public health |law, as added by chapter 450 of
the laws of 1975, is anended to read as foll ows:

S 2444. Human research review comrittees. 1. Each public or private
institution or agency which conducts, or which proposes to conduct or
aut hori ze, human research, shall establish a human research review
commttee. Such conmmttee shall be conposed of not |less than five
persons, approved by the conm ssioner, who have such varied backgrounds
as to assure the conpetent, conplete and professional review of hunan
research activities conducted or proposed to be conducted or authorized
by the institution or agency. No nenber of a commttee shall be involved
in either the initial or continuing review of an activity in which he OR
SHE has a conflicting interest, except to provide information required
by the conmittee. No comrittee shall consist entirely of persons who are
of ficers, enployees, or agents of, or who are otherw se associated wth
the institution or agency, apart fromtheir nmenbership on the comttee,
and no commttee shall consist entirely of nenbers of a single profes-
sional group. WHEN THE HUVAN RESEARCH REVI EW COW TTEE REVIEWS HUMAN
RESEARCH | NVOLVI NG SUBJECTS W TH MENTAL DI SORDERS THAT MAY AFFECT DECI -
SI ON MAKI NG CAPACI TY, FI FTEEN PERCENT OF THE COW TTEE MEMBERS, BUT NO
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LESS THAN ONE MEMBER, MUST BE A PERSON W TH SUCH A DI SORDER OR A FAM LY
MEMBER OF SUCH PERSON, OR A REPRESENTATI VE OF AN ADVOCACY ORGANI ZATI ON
CONCERNED W TH THE WELFARE OF SUCH PERSONS. VWHEN THE HUMAN RESEARCH
REVI EW COW TTEE REVI EWs HUMAN RESEARCH | N WHI CH RACE, ETHNICI TY OR SEX
| S PROPOSED TO BE A FACTOR AFFECTI NG EI THER | NCLUSI ON OR EXCLUSI ON FROM
HUMAN RESEARCH, AT LEAST FI FTEEN PERCENT OF THE COW TTEE MEMBERS, BUT
NO LESS THAN ONE, MJST BE A MEMBER OF THE RACE, ETHNICITY OR SEX WH CH
| S PROPOCSED TO BE | NCLUDED OR EXCLUDED

2. The human research review committee in each institution or agency
shall require that institution or agency to pronulgate a statenment of
principle and policy in regard to the rights and welfare of human
subjects in the conduct of human research, and the committee and the
commi ssioner shall approve that statenent prior to its taking effect.
The commttee shall review each proposed human research project to
determine (1) its necessity; (2) that the rights and welfare of the
human subj ects involved are adequately protected, (3) that the risks to
the human subjects are outweighed by the potential benefits to them or
by the inportance of the know edge to be gained; (4) that the voluntary
informed consent is to be obtained by nmethods that are adequate and
appropriate, and (5) that the persons proposed to conduct the particular
medi cal research are appropriately conpetent and qualified. The comit-
tee shall periodically exam ne each existing human research project with
regard to the proper application of the approved principles and policies
which the institution or agency has pronul gated. The comm ttee shal
report any violation to the comm ssioner. In addition to the voluntary
informed consent of the proposed human subject as required by section
twenty-four hundred forty-two of this [chapter] ARTICLE, the consent of
the commttee and the commi ssioner shall be required with relation to
t he conduct of hunman research involving mnors, [inconpetent persons,
nmentally disabled persons] SUBJECTS WTH MENTAL DI SORDERS THAT NMNAY
AFFECT DECI SI ON MAKI NG CAPACI TY and prisoners. ALL DOCUMENTS RELATED TO
REQUESTS SEEKI NG THE CONSENT OF THE COWM SSIONER TO CONDUCT HUMAN
RESEARCH ON M NORS, SUBJECTS W TH MENTAL DI SORDERS THAT MAY AFFECT DECI -
SION  MAKI NG CAPACI TY, AND PRI SONERS, AND THE COWM SSI ONER' S RULI NG ON
SUCH REQUESTS, SHALL BE MADE AVAI LABLE TO THE PUBLIC UPON REASONABLE
REQUEST, PROVI DED THAT THE COWMM SSI ONER MAY REDACT PROPRI ETARY | NFORVA-
TI ON AND TRADE SECRETS. THE NATURE OF THE RI SKS AND THE NATURE OF THE
PROCEDURES WHI CH ARE PROPOSED TO BE CONDUCTED SHALL NOT BE CONSI DERED TO
BE PROPRI ETARY | NFORVATI ON OR A TRADE SECRET.

3. Each person engaged in the conduct of human research or proposing
to conduct human research shall affiliate hinmself OR HERSELF wth an
institution or agency having a hunman research review conmttee, and such
human research as he OR SHE conducts or proposes to conduct shall be
subject to review by such commttee in the manner set forth in this
section.

4.  NO | NSTI TUTI ON OR AGENCY SHALL RETALI ATE AGAI NST ANY MEMBER OF I TS
HUMAN RESEARCH REVI EW COVMM TTEE FOR ANY ACTI ON TAKEN BY THE COW TTEE
MEMBER | N CONNECTION WTH H' S OR HER WORK ON THE COWM TTEE WHI CH MAY OR
MAY NOT HAVE HAD ADVERSE EFFECTS ON THE RESEARCH ENTI TY AND ANY OF I TS
PROTOCOLS. ANY SUCH AGGRI EVED PERSON MAY COMIVENCE AN ACTI ON PURSUANT TO
THE PROVI SIONS OF THI S ARTI CLE AS | F SUCH AGGRI EVED PERSON WERE A HUMAN
SUBJECT FOR THE PURPOSES OF COMVENCI NG SUCH AN ACTI ON

S 4. Section 2445 of the public health |law, as added by chapter 450 of
the laws of 1975, is anended to read as foll ows:

S 2445. Applicability. The provisions of this article shall [not]
apply to the conduct of human research [which is subject to, and which
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is in conpliance with, policies and regul ati ons pronul gated by any agen-
cy of the federal government for the protection of human subjects]
CONDUCTED W THI N THE STATE OF NEW YORK.

S 5. The public health law is anmended by addi ng six new sections 2447,
2448, 2449, 2450, 2451 and 2452 to read as foll ows:

S 2447. EXCLUSION OR I NCLUSION OF SUBJECTS TO PARTI Cl PATE | N HUMAN
RESEARCH BASED ON RACE, ETHNICITY OR SEX. 1. WHEN RACE, ETHNICI TY OR SEX
| S PROPOSED TO BE A FACTOR AFFECTI NG EI THER | NCLUSI ON OR EXCLUSI ON FROM
HUMAN RESEARCH, THE ENTITY PROPOSI NG SUCH RESEARCH PROTOCOL SHALL BE
PROVI DED TO THE COMM SSI ONER, WTH SPECIFICITY, THE CRITERIA AND THE
REASONS VHY | T IS NECESSARY TO | NCLUDE OR EXCLUDE MEMBERS OF A PARTI C-
ULAR RACE, ETHNI C OR SEXUAL POPULATI ON, WHI CH SHALL | NCLUDE THE GOALS OF
SUCH RESEARCH.

2. NO SUCH HUMAN RESEARCH SHALL BE CONDUCTED UNLESS | T | S DEMONSTRATED
THAT SUCH RESEARCH | S NECESSARY AND THAT SUCH RESEARCH IS THE ONLY
MANNER BY WHICH THE SOUGHT AFTER | NFORMATI ON MAY BE OBTAI NED. THE
APPROVAL OF THE COVMM SSI ONER SHALL ONLY BE GRANTED UPON THE SUBM SSI ON
OF SUCH PROOF. ALL REQUESTS PRESENTED TO THE COWM SSI ONER SEEKI NG SUCH
APPROVAL SHALL BE PUBLI SHED | N THE STATE REGQ STER SI XTY DAYS PRIOR TO
THE COWM SSI ONER MAKI NG A DECI SI ON ABOUT SUCH REQUEST.

3. THI'S SECTION WLL NOT APPLY TO ANY HUMAN RESEARCH WHI CH ATTEMPTS TO
ENROLL SUBJECTS BASED ON RACE, ETHNICITY OR SEX WHEN SUCH ENROLLMENT | S
AN ATTEMPT TO PRODUCE THE NUMERI CAL REPRESENTATION OF THESE RACES,
ETHNICI TIES OR SEXES | N THE GENERAL POPULATI ON OF THI S STATE | N PARTI C-
ULAR OR THE UNI TED STATES | N GENERAL.

S 2448. COLLECTI ON OF DATA. ON THE FI RST BUSI NESS DAY OF MARCH, ON AN
ANNUAL BASI'S, ALL ENTI TI ES CONDUCTI NG HUMAN RESEARCH SHALL FILE W TH THE
COW SSI ONER  THE FOLLOW NG | NFORMATI ON RELATI VE TO ALL HUMAN RESEARCH
CONDUCTED I N THI' S STATE I N THE | MVEDI ATELY PRECEDI NG CALENDAR YEAR:

1. AN ABSTRACT OF EACH HUVMAN RESEARCH PROTOCOL WHI CH SHALL |INCLUDE A
DESCRI PTION OF THE HYPOTHESIS OF THE RESEARCH, THE VARI OQUS RESEARCH
PROCEDURES UTI LI ZED AND THE RI SKS AND BENEFI TS WHI CH WERE PRESENTED BY
SUCH RESEARCH PROCEDURES TO THE HUMAN RESEARCH SUBJECTS EXPOSED THERETO,

2. THE NUMBER OF SUBJECTS WHI CH WERE | NVOLVED | N EACH HUMAN RESEARCH
PROTOCOL;

3. AN | TEM ZATI ON OF THE NUMBER OF SUBJECTS |INVOLVED |IN EACH HUMAN
RESEARCH PROTOCOL BY RACE, ETHNICITY, AGE, SEX, CAPACITY TO CONSENT AND
MENTAL DI SORDER AND A STATEMENT OF HOW SUCH CONSENT WAS OBTAI NED WHEN
SUCH MENTAL DI SORDER |I'S EXTANT WHI CH SHALL BE SUPPORTED BY A COPY OF THE
RELEVANT CONSENT FORM

4. A STATEMENT AS TO WHETHER THE HUMAN RESEARCH REVI EW COW TTEE
CONSI DER SUCH HUMAN RESEARCH TO BE NON- THERAPEUTI C OR PCSSI BLY THERAPEU-
TI C,

5. A STATEMENT AS TO WHETHER THE HUMAN RESEARCH REVIEW COW TTEE
CONSI DERED SUCH HUMAN RESEARCH TO PRESENT M NI MAL RI SK OR GREATER THAN
M N MAL RI SK;

6. A DESCRIPTION OF THE TYPE OF DI SEASES, |LLNESSES, SYMPTOVS AND
CONDI TI ONS WHI CH WERE STUDI ED | N EACH SUCH RESEARCH PROTOCOL; AND

7. A REPORT OF ANY UNUSUAL | NClI DENTS OR NEGATI VE | MPACTS, |F ANY,
SUFFERED BY THE HUMAN SUBJECTS AS A RESULT OF SUCH RESEARCH.

FAI LURE TO FI LE THI S | NFORMVATI ON ON THE REQUI RED DATE, SHALL RESULT IN
THE | MVEDI ATE DI SCONTI NUANCE OF ALL HUMAN RESEARCH FOR WHI CH SUCH | NFOR-
MATI ON WAS NOT PROVI DED, | N A MANNER THAT SAFEGUARDS THE WELL BEING OF
THE SUBJECTS. FURTHERMORE, THE COWM SS| ONER SHALL HALT FURTHER CONSI DER-
ATION OF ANY NEW REQUESTS PENDI NG BEFORE HI M OR HER UNTIL SUCH TI ME AS
THE RESEARCH ENTITY IS | N COVPLI ANCE.
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ALL SUCH DATA COLLECTED SHALL BE MADE AVAI LABLE TO THE PUBLIC UPON
REASONABLE REQUEST.

S 2449. DETERM NATION OF CAPACITY TO PROVIDE | NFORVED CONSENT TO
GREATER THAN M NI MAL RI SK HUVAN RESEARCH. NO PERSON SHALL BE PRESUMED TO
LACK CAPACI TY TO PROVI DE VOLUNTARY | NFORVED CONSENT TO HUMAN RESEARCH
SOLELY BECAUSE OF THE PRESENCE OF A MENTAL DI SORDER THAT MAY AFFECT
DECI SI ON MAKI NG CAPACI TY. HONEVER, FOR ANY SUBJECT WHO HAS A MENTAL
DI SORDER VH CH MAY AFFECT DECI SI ON MAKI NG CAPACI TY AND FOR ANY SUBJECT
WHO POSSESSES QUESTI ONABLE DECI SI ON MAKI NG CAPACI TY, A FINDING MJST BE
MADE AS TO WHETHER SUCH SUBJECT HAS THE CAPACI TY TO PROVI DE VOLUNTARY
| NFORMED CONSENT, AND, |F NOTI, WHETHER SUCH SUBJECT HAS THE CAPACITY TO
ASSENT.

SUCH A DETERM NATI ON OF CAPACITY IS A CONDI TI ON WH CH MJUST BE MET AND
MADE BY A BOARD CERTI FI ED PSYCH ATRI ST WHO | S | NDEPENDENT OF THE HUVAN
RESEARCH ENTI TY AND NOT EMPLOYED BY THE | NSTI TUTI ON CONDUCTI NG, SPONSOR-
NG OR HOUSI NG SUCH RESEARCH, PRI OR TO THE SUBJECT PARTI Cl PATI NG I N ANY
HUVAN RESEARCH.

S 2450. PERM SS| BLE HUMAN RESEARCH ON CHI LDREN AND PERSONS WHO LACK
CAPACITY TO PROVIDE VOLUNTARY | NFORVED CONSENT. 1. NO GREATER THAN
M NI MAL RI SK, NON- THERAPEUTI C HUMAN RESEARCH SHALL BE CONDUCTED ON A
CH LD. HOANEVER, A CH LD MAY PARTI Cl PATE I N PGSSI BLY THERAPEUTI C, M NI VAL
RI SK  AND PGOSSI BLE THERAPEUTI C, GREATER THAN M NI MAL RI SK HUVAN RESEARCH
| F THE PARENT OR LEGAL GUARDI AN HAS PROVI DED VOLUNTARY | NFORMVED CONSENT.

2. EXCEPT AS OTHERW SE PROVIDED IN TH S SECTI ON, NO GREATER THAN M NI -
MAL RI SK, NON- THERAPEUTI C HUMAN RESEARCH SHALL BE CONDUCTED ON ADULTS
VWHO LACK CAPACITY TO PROVI DE VOLUNTARY | NFORMED CONSENT TO SUCH HUMAN
RESEARCH.

3. AN ADULT WHO LACKS CAPACI TY TO PROVI DE VOLUNTARY | NFORVED CONSENT
MAY BECOVE A SUBJECT OF GREATER THAN M NI MAL RI SK, NON- THERAPEUTI C
RESEARCH PROVI DED THAT: (A) SUCH ADULT PROVI DED SUCH VOLUNTARY | NFORMED
CONSENT PRIOR TO SUCH | NCAPACITY HAVING DEVELOPED BY DESI GNATI NG A
RESEARCH AGENT AND EXECUTI NG A RESEARCH ADVANCE DI RECTIVE; (B) THE
RESEARCH |S EXPECTED TO Yl ELD GENERALI ZABLE KNOW.EDGE | MPORTANT TO THE
UNDERSTANDI NG OR AMELI ORATI ON OF THE SUBJECT'S DI SORDER OR CONDI TI ON;
(© THE KNOWLEDGE CANNOT BE OBTAI NED W THOUT HI S OR HER PARTI Cl PATI ON,
AND (D) THE SUBJECT ASSENTS, UNLESS THE | NDI VI DUAL HAS BEEN DETERM NED
TO LACK CAPACI TY TO ASSENT.

4. NO PGCSSI BLE THERAPEUTI C, GREATER THAN M NI MAL RI SK HUVMAN RESEARCH
SHALL BE CONDUCTED ON AN ADULT WHO LACKS CAPACITY TO PROVI DE VOLUNTARY
| NFORMED CONSENT TO HUMAN RESEARCH: (A) W THOUT THE VOLUNTARY | NFORMED
CONSENT OF THE GUARDI AN CR COWM TTEE OF THE SUBJECT WHO I S AUTHORI ZED TO
(1) CONSENT TO PGCSSI BLY THERAPEUTI C RESEARCH; (I1) MONI TOR SUCH RESEARCH
AND (111) WTHDRAW THE CONSENT AND REMOVE THE SUBJECT FROM CONTI NUED
PARTI CI PATION IN THE RESEARCH IF |IT 1S DETERM NED THAT SUCH FURTHER
PARTI CI PATION IS NOT I N THE SUBJECT' S | NTEREST; OR (B) WTHOUT A COURT
ORDER UPON A FINDI NG BY SUCH COURT THAT THE SUBJECT LACKS THE CAPACI TY
TO PROVI DE VOLUNTARY | NFORVED CONSENT AND THAT PARTI CI PATION BY THE
SUBJECT | N SUCH HUMAN RESEARCH IS DETERM NED TO BE I N THE SUBJECT' S BEST
| NTEREST.

IN MAKI NG A DETERM NATI ON OF THE SUBJECT' S BEST | NTEREST, THE FOLLOW
I NG CRI TERI A SHALL BE CONSI DERED: (1) THE RI SKS AND POTENTI AL BENEFI TS
OF THE HUVAN RESEARCH, (11) THE MEDI CAL AND SClI ENTI FI C ALTERNATI VES
AVAI LABLE TO THE SUBJECT, | NCLUDI NG THE CHO CE NOT TO TREAT THE CONDI -
TION, AND (I11) WHETHER THE HUMAN RESEARCH PROTOCCL | S CONSI STENT W TH
WHAT IS THEN KNOWN ABOUT THE W SHES, BELI EFS AND MORES OF THE SUBJECT.
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5. REGARDLESS OF CAPACI TY TO CONSENT, NO ADULT SHALL BE A SUBJECT OF
HUVAN RESEARCH |F HE OR SHE, AT ANY TI Mg, OBJECTS TO ACTI VE OR PASSI VE
PARTI Cl PATI ON | N SUCH RESEARCH.

6. REGARDLESS OF CAPACITY TO CONSENT, NO ADULT SHALL BE A SUBJECT OF
HUVAN RESEARCH W THOUT BEI NG FI RST NOTI FI ED THAT HE OR SHE IS TO BE A
SUBJECT OF HUVAN RESEARCH AND W THOUT BEI NG FURTHER NOTI FI ED THAT HE OR
SHE HAS THE ABSCLUTE AND UNEQUI VOCAL RI GHT TO REFUSE TO PARTIClI PATE |IN
SUCH HUMAN RESEARCH.

S 2451. MONITORING HUMAN RESEARCH. 1. FOR ALL GREATER THAN M NI MAL
Rl SK RESEARCH ON | NDI VI DUALS W TH A MENTAL DI SORDER THAT AFFECTS DECI -
SI ON MAKI NG CAPACI TY, THE HUVAN RESEARCH REVI EW COW TTEE MUST DESI GNATE
A MEDI CALLY RESPONSIBLE CLINCIAN TO EVALUATE WHETHER EACH SUBJECT' S
PARTI Cl PATI ON | N RESEARCH | S APPROPRI ATE.

2. THE MEDI CALLY RESPONSI BLE CLINICIAN MJST BE A LICENSED MEDI CAL
DOCTOR SKILLED AND KNOWEDGEABLE ABOUT CARING FOR PERSONS W TH THE
CONDI TI ONS OR DI SEASES PRESENTED BY THE SPECI FI C STUDY POPULATI ON  AND
MUST BE | NDEPENDENT OF THE RESEARCH ENTI TY, EXCEPT AS SPECIFIED IN TH S
SuBDI VI SI ON.

FOR POSSI BLE THERAPEUTI C RESEARCH, THE MEDI CALLY RESPONSI BLE CLI NI ClI AN
MAY BE THE SUBJECT' S ATTENDI NG PHYSI CI AN OR A MEMBER OF THE SUBJECT' S
TREATMENT TEAM

3. THE DUTIES OF THE MEDI CALLY RESPONSI BLE CLI NI Cl AN | NCLUDE: (A)
CONFI RM NG THAT THE LEVEL OF RISK (M NI MAL RI SK OR GREATER THAN M NI MAL
RI SK) AND THE TYPE OF RESEARCH ( POSSI BLY THERAPEUTI C OR NON- THERAPEUTI C)
OF THE PROPCSED RESEARCH 1S UNAMBI GUOUSLY AUTHORI ZED BY THE RESEARCH
ADVANCE DI RECTI VE, |F ONE EXI STS; (B) ENSURI NG THAT THE RESEARCH AGENT
UNDERSTANDS THE GOALS AND RI SKS OF THE RESEARCH, | F A RESEARCH AGENT HAS
BEEN DESI GNATED; (C) ENSURING THAT THE SUBJECT ASSENTS TO RESEARCH
PARTI Cl PATI ON, UNLESS THE SUBJECT HAS BEEN DETERM NED TO LACK CAPACITY
TO ASSENT; (D) MONI TORI NG THE SUBJECT FOR POSSI BLE OBJECTI ON TO CONTI N-
UED PARTI Cl PATI ON;, AND (E) MONI TORI NG THE SUBJECT TO ENSURE THAT CONTI N-
UED RESEARCH PARTI Cl PATI ON WOULD NOT BE DETRI MENTAL TO THE SUBJECT' S
VEELL- BEI NG CONSI DERI NG ALL RELEVANT ClI RCUMSTANCES.

S 2452. RESEARCH AGENT AND RESEARCH ADVANCE DI RECTIVE. 1. EVERY ADULT
SHALL BE PRESUMED CAPABLE COF APPO NTI NG A RESEARCH AGENT UNLESS SUCH
PERSON HAS BEEN ADJUDGED BY A COURT TO BE | NCAPABLE OF MAKI NG HEALTH
CARE DECI SI ONS OR ADJUDGED BY A COURT TO BE | NCAPABLE OF APPO NTING A
RESEARCH AGENT, OR UNLESS A GUARDI AN HAS BEEN APPO NTED TO MAKE HEALTH
CARE DECI SI ONS FOR THE ADULT PURSUANT TO ARTICLE EIGHTY-ONE OF THE
MENTAL HYQA ENE LAW OR HAS BEEN APPO NTED PURSUANT TO ARTI CLE SEVENTEEN- A
OF THE SURROGATE' S COURT PROCEDURE ACT.

(A) A RESEARCH AGENT IS DESI GNATED BY EXECUTI NG A RESEARCH ADVANCE
DI RECTIVE VWHI CH | S SI GNED AND DATED BY THE ADULT I N THE PRESENCE OF TWO
ADULT W TNESSES WHO SHALL ALSO SI GN THE RESEARCH ADVANCE DI RECTI VE.

(B) THE W TNESSES SHALL STATE I N WRI TI NG

(1) THAT THE |INDI VIDUAL APPEARED TO EXECUTE THE RESEARCH ADVANCE
DI RECTI VE W LLI NGLY AND FREE FROM DURESS,;

(1) THAT THE | NDI VI DUAL APPEARED TO UNDERSTAND THE DI FFERENCES AMONG
MEDI CAL TREATMENT, POSSIBLY THERAPEUTI C RESEARCH AND NON- THERAPEUTI C
RESEARCH,

(1'11) THAT THE | NDI VI DUAL APPEARED TO BE ABLE TO EXPRESS A CHO CE
ABOUT DELEGATI NG AUTHORI TY FOR SPECI FI C RESEARCH PARTI ClI PATI ON DECI SI ONS
TO THE NAMED RESEARCH AGENT, UNDERSTANDI NG THAT SUCH AUTHORI TY NMAY BE
REVOKED AT ANY TI ME, MAY BE LIM TED TO SPECI FI C Rl SK- BENEFI T CATEGCRI ES
OF RESEARCH AND WOULD NOT'  PREVENT THE | NDI VI DUAL FROM OBJECTI NG TO
PARTI Cl PATE | N THE RESEARCH;, AND
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(1'V) THAT THE | NDI VI DUAL APPEARED TO UNDERSTAND THAT HE OR SHE MAY ASK
A COURT TO DESI GNATE A GUARDI AN TO MAKE A DETERM NATI ON AS TO THE | NDI -
VI DUAL' S PARTI Cl PATI ON I N A PARTI CULAR RESEARCH STUDY.

2. FOR PERSONS WHO RESIDE IN A MENTAL HYGQ ENE FACI LI TY OPERATED OR
LI CENSED BY THE NEW YORK STATE OFFI CE OF MENTAL HEALTH, NO W TNESSES
SHALL BE AFFI LI ATED WTH THE FACI LI TY AND, | F THE MENTAL HYd ENE FACI LI -
TY |S ALSO A HOSPI TAL AS DEFINED I N SUBDI VI SION TEN OF SECTION 1.03 OF
THE MENTAL HYG ENE LAW AT LEAST ONE WTNESS SHALL BE A QUALIFIED
PSYCHI ATRI ST.

3. FOR PERSONS WHO RESIDE IN A MENTAL HYQ ENE FACI LI TY OPERATED OR
LI CENSED BY THE NEW YORK STATE OFFI CE OF MENTAL RETARDATI ON AND DEVELOP-
MENTAL DI SABI LI TIES, NO W TNESSES SHALL BE AFFI LI ATED W TH THE FACI LI TY,
AND AT LEAST ONE W TNESS SHALL BE A PHYSI CI AN OR CLIN CAL PSYCHOLOG ST
VWHO ElITHER | S EMPLOYED BY A SCHOOL NAMED I N SECTION 13.17 OF THE MENTAL
HYG ENE LAW OR WHO HAS BEEN EMPLOYED FOR A M N MJUM OF TWO YEARS TO
RENDER CARE AND SERVICE IN A FACI LI TY OPERATED OR LI CENSED BY THE OFFI CE
OF MENTAL RETARDATI ON AND DEVELOPMENTAL DI SABI LI TIES, OR WHO HAS BEEN
APPROVED BY THE COVMM SSI ONER OF MENTAL RETARDATI ON AND DEVELOPMENTAL
DI SABI LI TIES | N ACCORDANCE W TH REGULATI ONS APPROVED BY THE COVM SSI ONER
VWH CH SHALL REQUIRE THAT A PHYSI CI AN OR CLI Nl CAL PSYCHOLOGQ ST POSSESS
SPECI ALI ZED TRAI NI NG OR THREE YEARS EXPERI ENCE | N TREATI NG DEVELOPMENTAL
DI SABI LI TI ES.

4. AN OPERATOR, ADM NI STRATOR, OR EMPLOYEE OF A HOSPITAL, MENTAL
HYG ENE FACILITY, OR PSYCH ATRIC UNIT OF A GENERAL HOSPI TAL MAY NOT BE
APPO NTED AS A RESEARCH AGENT BY ANY PERSON WHO, AT THE TIME OF THE
APPO NTMENT, IS A PATIENT OR RESI DENT OF, OR HAS APPLI ED FOR ADM SSI ON
TO, SUCH HOSPI TAL, MENTAL HYG ENE FACILITY, OR PSYCHATRIC UNIT OF A
GENERAL HOSPI TAL, UNLESS THEY ARE RELATED TO THE PRI NCl PAL BY BLOOD,
MARRI AGE OR ADOPTI ON.

5. THE RESEARCH AGENT'S AUTHORI TY SHALL COMVENCE UPON A DETERM NATI ON
THAT THE | NDI VI DUAL LACKS CAPACI TY TO MAKE RESEARCH PARTI Cl PATI ON DECI -
S| ONS.

6. RESEARCH ADVANCE DI RECTI VES EXECUTED BY PERSONS DETERM NED TO LACK
CAPACI TY TO PROVI DE VOLUNTARY | NFORMED CONSENT TO RESEARCH BUT, MEETI NG
THE REQUI REMENTS | N PARAGRAPH (B) OF SUBDIVISION ONE OF THI'S SECTION
SHALL BE LIMTED TO AUTHORI ZI NG PGOSSIBLY THERAPEUTI C RESEARCH AND
NON- THERAPEUTI C RESEARCH VWHI CH DOES NOT POSE MORE THAN M NI MAL RI SK.

7. THE RESEARCH ADVANCE DI RECTI VE SHALL:

(A) | DENTIFY THE PRI NCI PAL AND THE AGENT;

(B) | NDI CATE THAT THE PRI NClI PAL | NTENDS THE AGENT TO HAVE AUTHORI TY TO
MAKE RESEARCH PARTI Cl PATI ON DECI SI ONS ON THE PRI NClI PAL' S BEHALF;

(© SPECIFY THE PRINCIPAL'S |INSTRUCTIONS ABOUT PARTICIPATION IN
SPECI FI C RI SK- BENEFI T CATEGORI ES OR SPECI FI C RESEARCH;, AND

(D) | NCLUDE A STATEMENT THAT RESEARCH | S DI FFERENT FROM CLI NI CAL CARE
I N THAT RESEARCH | S DESI GNED TO GAIN NEW | NFORVATION THAT WLL HELP
OTHER PERSONS | N THE FUTURE AND NOT NECESSARI LY THE PARTI Cl PANT I N THE
RESEARCH AND THAT, FOR SOVE RESEARCH, THERE MAY BE NO EXPECTED MEDI CAL
BENEFI T FOR THE SUBJECT.

8. AFTER CONSULTATI ON W TH | NTERESTED PERSONS, THE COVMM SSI ONER SHALL
PREPARE AND DI STRI BUTE A MODEL FORM OF A RESEARCH ADVANCE DI RECTI VE, THE
USE OF WHI CH SHALL BE OPTI ONAL.

S 6. This act shall take effect on the one hundred twentieth day after
it shall have becone a |law, provided that the conmm ssioner of health is
authorized to pronulgate any and all rules and regul ati ons and take any
ot her measures necessary to inplenment this act on its effective date on
or before such effective date.



